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We have recently been advised of the+lraft proposing mandatory implementation of a Iook back, .<=J-L:_...——
prdgr~ for patients who have received_unfi_of blood from.donors. sulbse~uently fcnmdto .be
hepatitis C positive. We understand that this.program would extend indefinitely into the past.

*-

As Medical Director of the Blood Ba-ti-an&Medical Center of Pkano, I am strongly opposed to
this recommendation. Our experienc%h previolis look back progrtis-have revealed minimal
bene@ ~d large cost. In additi~n, patient population lo..wh.ornwe rnu~.cornmuticate. these
,Qridings is usually elderly and are teti~d$y the implications of these t:s~:.,I:onsifiiihis
notification to such patients as cruel-and inappropriatG7hey are unable to understand that no
ei%cacious therapy currently exists “ti_.Kno means to “cWe” them.
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The ,D,ti~F& ‘Wo&hHosp@ Council repres’entiS2 hospitals h the rn:&oplex area. On
‘ behalf of those “rn&nberhospitals, I am writing you in regaids to a &@ @idfice document (HFA-

305) that proposes health providers ipitiate a HCV Lookback Program usin@t-1990 HCV test. The
draft document ‘aIso proposes providers ‘search lustmical ‘records dati@ back ~def.iiiitely to the
exterit that electronics or other readiiy retrievable records exist.”

. I have followed the most recent requirement ofaHCVLookback (1992 test). This Lookback
required going back to a date of January 1988, not an indefinite period of tjme. This particular
Lookback produced negligible r&uhq and caused ‘UndUi&ii @ Mght fiong senior cit@ens.
The following results of this Lookbac~ as it pertains toone_rne_dfcaIc@ter,_tie “hdicative: ..,.

%+
‘+”

1)
.-

2)

3)

528 units of b[ood were identified for iIn#-ifisp&fioni-- ‘“-- ,,.

67% of those recipients identified had expired for non-related metical conditions,

A large number ,(123) tested positive before and afier the~ blo&i trfisfbsion.
Therefore, the transfusion was not the cause of the positive test results.

“’” 4) The process finally focused on 20 re@@eiiti“who we~e“HCV positive. ~ great
,._ _____

majority were senior citizens. Their responses’tobeing inllormedwere negative. They
,. ~flciuded: -- --

● “Does this mean I.won’t be able to .niove to the riuriiig=fiii~’- -”- “-
● “1am rething Rom work; does t&jrneti-ittil[@~e~~rn~W=t~dhey

to ~ me?” ,,“,, , ,,:., ,
,,, ~,:...,,

Many ofthtiseseniorcitizens do not underst~d be~g infotmed itbout a me&&.1condition that—.—
is-not tiiiliTe; They w%io~iappy nor gratefi.d. They xremzii&K

. .. . .. .=.-.–...—..–—.–... ,

We understand the drafi .docum@nt(1990 test) .stiows a high percentage ‘Offalse positive
results. Another reason the proposed Lookback should not%e~.tiiated~--’”--–——---”–

.—— ———.—.——....— _= ...-—
,,
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Please allow me to emphasize agti the 1992 Lookback produced negligible reds. Senior
citizens have ail the medkal worries they can handle. They do not compre@d lx?ingtold they cannot
be cured. When-they conv~- their fears, I can assure you that moment .ti..thdr lives can only be
described as cruel.

I believe you wii a@% with our member hospitals that all Lookb.ack proposals need to be
evaluated weighing the benefits to the patient. This is one that doe$n’t.SeA.rn_t@..jm-the test. We do
not believe the 1S!90.L_oo_kback.isjustified.

–.—L.:-. –

To end this.communication on a positive note, maywe suggest ?heFDAconsiderpatients thaty=z.— -p~.
visit a hospital or physic%n’soffice revkdng a blood transfusion in,t.bekpast be tested for Hepatitis
C. Why not co@id&_i_H~V_testwhen a consumer goes to theti phyti&n ‘fora“ riimwdphysical?
with the bcr~=in the number of tatoo establishments, can TWinvestigate some. accountability
regarding Hepatitis risks?

There has to be a better and more sensitive way to addr~s this iW? = You for Your
consideration of the above.

cc:

.,
..,,

.-

Robin Biswas, _l&f.D,
Laboratory of Hepatitis (HFM-325)
FDA-CBER
1401 RockviIle Pike
RockviIle, MD 20852

,..,.

Sincerely, ‘‘

.
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John C. Gavra.s, President
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MEMORANDUM
,—.-&——

DFWHC Members
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RECEIVED

JUL~8~1399

AE)MINISTRATION
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In the not-too-dist.~t pafl,,the~A required provider! to initiate an HCV (Hepatitis C ViiS)

Lookback program bawd on a 1992 test ‘Providers were-required to look back as far as 1988.

One large hospital in the Dallas-Fort Worth metropkx documented the results of its effort to
find former patients that received a blood trax&usion back to 1988. Here are some of their results

~T.,.—,T-. m.m,u-?=~.,, ~

1) 528 units of blood wer~ identified for final disposition.
.’,,t .,’ . .. ..-. ---

2) Subtractitig ih~se patients who received.rnultiple units, the-medical center had to
contact 471 ~ifferent recipients,.-

3) Of the471 recipients, 315 (67?4) had expired born non-related medical conditions.
,, ..,!

4) Of the 156 remaining recipients, 123 tested positive before and after the biood
transfisicm. Therefore, the blood tr~”dsion’ was not the cause of their positive test
results, -1

_., ._ ... . ...”’. “
.5) The process boiled down to 20 reci~erits out of 471 who were HCVpositive. Most

of these recipients were elderly people. When told, they became frightened to the
point of panic, One wornfi-thought this “wasgoing to preclude her moving into a rest
home for the elderly, Aityherindi@du@--said~‘“I feel good; I @‘preparing to retire

__.—-..

next week fro-mmyj~b, Does this meanit. wil~take afImy retirement money to cure.. L,—+~~ .,-----—---
me?”, Woiiiti’yel”-aft~r i_@o_~Jngan elderly patient ... how do you am$wer the -=%
questio~ “mt dti I n~efi;~o~c~;ed~-.

My purpose for w&ing is to infornyou the FDA nov@s a draft docu~.ent in circulation that
will take a 1990 HCV test’{which I am tolkll~as75’Mo fall-positive results) and require providers to
initiate a lookback to the beghmin~ of tirnq;y_ei, you rm~jt=c~rrectly .,. the rxmrd search “should
be of historical testing records dating bac~~~ to the e=ent that elwttonic or other readily
retrievable records exist ,“
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The dorementioned medical center researched their cost for the 1992 HCVLookback with
a cut-off date of January 1988. The 12-14 month experience cost ari approximate $100 per patient.
CaIcuiate the new”prdposed Lookback which dates back indefinitely,

Ifthere was ever a time you need to communicate with the FDA... this is it. .Yoy,silencewill
be interpreted as appiovd of the proposed cfrail. ,. ...,.

Write a..note that communicates the pro~sal is cotily, provides no b<@ts, .wd s_~_~_@s. .. _.
~derly population,--~t~e l?DA was sdous, tliirnost”logi”&ilappro~h to ~C-V~OOk~@kfiChXdS ~
the following f~ ~~_@ggestions: U*

...- .... .....

FACT:---“=-.T-Aliie3tiiiiated-5~0of the ~opulatioqh.w Hepati@sC:- You get it tie same way
..-. ~.—..

—_.,.&_-=_....._.=.—.,.=..—, .,._
-------- yo~,gef Hepatitis A and B.

SUGGESTION:
1)

. ... .
If a patient goes to a hospital and/or physician oflice and”ievt%ls they hive
had a blood tradhsion. a test for Hepatitis C is appropriate and necessay.

2) When the consumer goesto the physician office for a physi~ agaiq a test
for Hepatitis C seems appropriate,.,

. “.

Sounds too logicaI ... at least, for the.minds th.at.sit around-a desk detising Lookba.ck
programs that are_m.@ngless.

‘“Well~so much for ~hebackground information.
Communicate to:

What do you need to do? !%ne-ole’”&s&ejr~

Documents Management Branch (HFA-305)
Food and Drug Administration
5630 Fishers Lage, #1061
Rockville, MD 20852

.
Let them hear from you before @zust 20@

—=— . . . ..

Attachment: Council’s Letter to-FDA

cc: Confkren.ceof Metropolitan Hosjitd Assoclation$”-
.4. .

AHA Region VII Members
AHA - WKhmgto~ D.C. Office

- .__–.__._-..-

Dr. Rob~13iSw-~-- --
Laboratory of Hepatitis (HF?W3?5)
~A-C~~~--

1401 Rockvifie Pike
Rockville, MD 20852 :

.

.
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